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1. Iwasbominl964inMurewa,Zunbabive. 

2. In 1987, 1 was awarded (he degree of Bachelor of Pharmacy (with Honors) 
from Utdveraity of Zimbabwe, School of Medicine, Department of Pham^acy, in Harare, 
Zimbabwe. In 1990, 1 was awarded the degree of Master of PfaUosophy (Medicine) from 
Univeisiqr of ambabwc. School of Medicine^ Department of Pharmacy, and tfie topic of my 
dnesis was "Some Studies (m the Megaloporous System as a Zero Order Sustained Release 
Malrix*'- 

3. In 1994, I was awarded the degree of M.$c. ^armaceutics) from the 
University of Iowa, in Iowa Crty, lA. In 1996, I was awarded the degree of Phi). 
Pbannaccutics from the University of Iowa, and the topic of my diesis was 'The Use of 
Hiestand Tableting Radioes to Study die Cdnopaction Properties of Binary Powder Mhctuies". 
Since 2005, X have been a candidate for a Masters in Business Administration, at Wesijcm 
Connecticut State University. 

4- While a graduate student at die University of Zinababwc from 1988-90, 1 was a 
graduate assistant and did research in the fields of: Formulation and in vivoAn vitro testing of 
a megaloporous system as a zero ord^ sustained release matrix; Tablet compression and 
testing; UV-Vis (SP80 - 100 UVA^IS) and fluorescence polarization immunoassay; Sterile 
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products juanufacttirmg (aseptic cedunque^ hcHizontal latxiinar fiow> sterilization, sterility 
testing); and Tablet fonnulation development and manuEactoring. 

5, While a graduate «tadent at the Umvexsity of Iowa from X991-96, did rescaicb 
in flic fields of: Powdar compression research; Hlestand tableting indices (bonding index, 
hiitde fracture index and strain index) as a foncdon of coniposition of binary powder 
mixnires; niysical and mechanical characterization of pharmaceutical powder systems; 
Heckel analysis; and Thermal analysis (DSC, TGA and Hot Stage Microscopy). 

6, From 1996-97, 1 was a Post Doctoral fellow at the University of Iowa, and was 
a laboratory manager for a prcfonnnlation/formulation project for Sepnic<^, Inc.; did research 
in solid siaic characterization (DSC, TGA, XRD, SEM> Particle Size Analysis, Flow 
Properties, Bulk, True and Tapped Density, Surface Area); supervised research assistants and 
postdoctoral fellows; and pr^ared research reports in Dijffuse Reflectance Ncar-Infirared 
spectroscopy for qualitative and quantitative identification of polymorphic forms in powder 
materials. 

. 7. I have been employed by Emi^here Technologies, Inc., of Tarrytown, New 
York since 1997 in the d^artment of Phaimaceutics and Research and Development, as a 
scientist (1997-1999)^. a Senior Scientist (2000- 02), Associate Director (2002-03)> Dzrector 
(2003-05) and currently Senior Director (2006-present). M these capacities, I have been and 
am responsible for fomxalatilQn devdopment, pre-f<»cmnlation, clinical supplies manufacture^ 
management of new chemical entities targeted for oral delivery of macromolecules, 
evaluating the udliQr of drug delivery candidates, and Icador of the team for Emisphere's lead 
project 

8. Thus far in my career, I have ccmttibuted to over 30 published manuscripts, 
abstracts and pieseniations. and am also a named invented in 12 pablished U.S. and 
intcxnational patents and patmt applications, as well as nmnexous odieans that have not yet 
been published. I believe thai I am sldUed in the art and subject nrntter of the above- 
identified patent application. 

9. I am aware that tiie above-idratified application was filed in die United States 
Patent and Ttedemark Office on N^rch 14, 2005. 1 am familiar with this patent application 
and its disclosures. 
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10. I am also awaic that the U.S. Patent and Trademaxk Office issued an Office 
Action on September 12, 2007 with tegard (o tfiis patent appUcation, wherein Hit Examiioer 
rejected all of pending claims 59-91 undor 35 U.S.C. § 102(e) as bdng anticipated by 
Ihcwuational Patent Application Publication No. WO 02/02509 (Wcidncr et al.)> of which I 
am a named inventor. In that Office Action, the Examiner alleged diat WO 02/02509 
discloses a solid oral delivery capsule coxnpgdsing zinc human recombinant insulin and the 
delivery ag^ confound 4-CNAB and a method of administering the composition to diabetic 
monkeys, and that die identical chemical stroctmre tau^t by the prior art must inherenfly also 
have the same functional properties. However, tiie Examiner also admitted that he cwJd not 
determine whether or not the oral solid dosage form disclosed by WO 02/02509 inherendy 
possesses properties diat anticipate the claimed invoition, and the Examiner has instead 
shifted to the Applicants die burden of proof fhBt this is not so. 

11. I submit Ais declaration in si^port of a Response to the OfBce Action dated 
Sqptcniber 12, 2007. It is my opinion that the solid oral delivery capsule disclosed in the 
cited prior art reference WO 02/02509 would nj^ necessarily inherently possess pn^)eities 
that anticipate the clauned invention, i.e., diat it would not necessarily achieve a 
dierapeutically effective reducticxi in blood glucose after oral adnodnistration to a human 
diabetic patient as compared to an untreated diabetic patient . 

12. I have reviewed and am familiar with the disclosure of the cited prior art 
reference WO 02/02509. I am especially familiar with the teachings of WO 02/02509, as I 
am one of the inventors named thereon. 

13. WO 02/02509 disclosed a solid oral deUvery capsule con^prismg zinc human 
recombinant insulin and the deliv^ agent compound 4-CNAB, as tau^t in Example Ig on 
pa^ 20 thereof. WO 02/02509 also disclosed administration of Ae solid oral delivery capsule 
to non-diabetic rats (Example 2A, at pages 21-22 thereof) and non-diabetic monkeys 
(Exan^Ie 2B, pages 22-24 thereof)* At Table 1 on page 22, WO 02/02509 provides the 
subject rats' mean peak serum insulin levels afiter administration of the solid oral ddivery 
capsule, and ai Table lA on page 24, WO 02/02509 provides the subject monkeys' mean 
peak seaum insulin levels and mean peak blood glucose reduction after admudstxation of the 
solid oral deliv^ capsule. 
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14. WO 02/02S09 provides no fdrther analysis of the sutgect xats' and monkeys' 
blood samples. WO 02/02509 aI$o provides no information about any administration of the 
solid ocal delivery capsule to any odier animal subjects, including diabetic animal subjects. 
WO 02/D2S09 further provides no infonnation about any administration of the solid oral 
delivery capsule to humans, eiiber diabetic or non-diabetia 

15. It is n:ty understanding and belief that the field of biotechnology is highly 
unpredictable in nature aiid that conclusions as to the results of administration of a particular 
coropound upon certain animals may not generally be drawn from the results of 
administiation of that particular compound upon other animals. More inqportantly^ 
conclusions as to ttie results of adminiscraiion of a particular compound iqxm humans may 
not generally be drawn from the results of adndniscration of that particular conq)Ound upon 
animals, as the results of animal studies are generally not sufficiently predictive of die results 
of human studies. Perfonning pharmacodynamic and phannacokinetic studies conoexning the 
administration of particular compounds to animals or humans, such as the smdies described 
in WO Q2/D2S09, is a painstaking process of eTcperhnentation and analysis that requires a 
great deal of focused time, effort and concentration and involves a great many detailed steps 
and analysis, both during the stages of administration and of analysis. One such study may 
take months or even years to complete. 

16. It is my understanding and belief that it is not true that a particular compound 
would necessarily inlierendy have the same functional propcrdes when administered to 
humans as ic would when administered to animals. I believe that there is no reasonable 
expectation tiiat results obtained when a particular confound is administered to animal 
subjects would also be obtamed when tiuit coix^und is admrnistered to human subjects. 
This predictive effort is made even more difficult if the human subjects arc diabetic and the 
animal subje^ were not diabetic. In fact, I believe that it would generally require undue 
experimentation for one of skill in the art to determine how a particular coziq)osition would 
perform when adroinistMed to diabetic human subjects in conqjarison to untreated human 
subjects based upon knowledge of how diat particular cooiposition would perform when 
administered to non-diabetic animal subjects. 
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17. It is my opinion, based upoa my knowledge and skiU in the relevant field, thaf, 
based \xpon the disclosures as published in WO 02/D2509, no conclusion may be drawn widi 
regard to whether the solid oral delivecy capsule disclosed in WO 02/02509 is inherently 
capable of yielding a tfaer^peuiicaUy effective reduction in blood ghicosc afto oral 
adnnnistradon to diabetic human patients in comparison to untceatod diabetic human subjects, 
as claimed in claims 59*^91 as amended. 

I declare under penalty of pajury that all statements made berdn are based upon my 
own knowledge and believed to be true. I understand that willful false statements and the like 
are punishable by fine or imprisonment, or both (18 U.S.C. § 1001), and may jcopardfee the 
validity of any patent that may be issued ftom the above-identified patent application. 

Date: February 2008 
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